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[6560-01] 


Title 40—Protection of Environment 
CHAPTER I—ENVIRONMENTAL 
PROTECTION AGENCY 
{FRL 952-2) 


PART 162—REGULATIONS FOR THE 
ENFORCEMENT OF THE FEDERAL 
INSECTICIDE, FUNGICIDE, AND RO- 
DENTICIDE ACT 


Revocation of Interpretative Rule 


AGENCY: Environmental Protection 
Agency (EPA). 


ACTION: Revocation of interpretative 
rule. 


SUMMARY: EPA revokes a regulation 
containing an Agency interpretation 
of the reporting requirement imposed 
on registrants by section 6(a)(2) of the 
Federal Insecticide, Fungicide, and 
Rodenticide Act, as amended (FIFRA). 
This revocation is issued because the 
Agency has concluded that the regula- 
tion inadequately expresses the Agen- 
cy’s interpretation of the requirement 
imposed by FIFRA section 6(a)(2). 


EFFECTIVE DATE: August 23, 1978. 


FOR FURTHER INFORMATION 
CONTACT: 


Edward C. Gray, Office of General 
Counsel (A-132), U.S. Environmental 


RULES AND REGULATIONS 


Protection Agency, 401 M Street 
SW., Room 425 West Tower, Wash- 
ington, D.C. 20460, telephone 202- 
755-0638. 


SUPPLEMENTARY INFORMATION: 


The Agency has concluded that 40 
CFR 162.8(d(2) inadequately ex- 
presses the Agency’s interpretation of 
the requirement imposed by FIFRA 
section 6(a)(2). The Agency’s review 
was prompted by currently pending 
litigation seeking to have the regula- 
tion set aside (Chemical Specialties 
Manufacturing Association and Na- 
tional Agricultural Chemicals Associ- 
ation v. EPA, CA No. 77-1938, U.S. Dis- 
trict Court for the District of Colum- 
bia). 

The Agency’s General Counsel re- 
cently issued a memorandum concern- 
ing the requirements of FIFRA sec- 
tion 6(a)(2), which the Agency has 
adopted as its interpretation of those 
requirements. That memorandum ap- 
pears in this same separate part of the 
FEDERAL REGISTER. 


Notice-and-comment procedures are 
not being used in connection with this 
action because (1) the regulation being 
revoked is an interpretative rule, (2) 
the public interest would be served by 
prompt revocation of an interpreta- 
tion which inadequately reflects the 
Agency’s views, and (3) the expedi- 
tious resolution of the previously-men- 
tioned litigation depends on prompt 
revocation of the regulation. For the 
same reasons, the effective date of this 
action shall be August 23, 1978. 


The U.S. Department of Agriculture 
has reviewed this regulation in accord- 
ance with FIFRA section 25(a)(2)(B). 
By letter dated July 31, 1978, the De- 
partment informed the Agency that it 
did not object to publication of the 
regulation, and that the reporting con- 
templated by the interpretative memo- 
randum did not appear to be unrea- 
sonable. Copies of the regulation and 
accompanying memorandum also were 
submitted to the Senate Committee on 
Agriculture, pursuant to FIFRA sec- 
tion 25(a)(3). In accordance with 
FIFRA section 25(d), copies of the reg- 
ulation and memorandum were fur- 
nished to the FIFRA Scientific Adviso- 
ry Panel; by letter dated July 18, 1978, 
the Panel notified the Agency that it 
would not conduct scientific review 
and comment on the regulation. 

The Agency has determined that 
this document is not a “significant” 
regulation under the Agency’s criteria 
for implementing Executive Order 
12044. : 

This action is authorized by FIFRA 
section 25(a), 7 U.S.C. 136w(a), and by 
5 U.S.C. 552, 553. 

Accordingly, Part 162, Chapter I, 
Title 40 of the Code of Federal Regu- 
lations, is hereby amended by deleting 
the text of section 162.8(d)(2) and by 
designating that paragraph as ‘‘Re- 
served.” 


Dated: August 14, 1978. 


DouGLas M. COSTLE, 
Administrator. 


{FR Doc. 78-23552 Filed 8-22-78; 8:45 am] 
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[6560-01] 


ENVIRONMENTAL PROTECTION 
AGENCY 


([FRL 952-3] 


PESTICIDE REGISTRANT REPORTING 
REQUIREMENTS 


Agency interpretation of Requirements Im- 
pesed on Registrants by Section 6(a)(2) of 
the Federal Insecticide, Fungicide, and Ro- 
denticide Act 


This notice sets forth the Environ- 
mental Protection Agency’s interpre- 
tation of the reporting requirements 
imposed on registrants of pesticides by 
section 6(a)(2) of the Federal Insecti- 
cide, Fungicide, and Rodenticide Act, 
as amended (FIFRA), 7 U.S.C. 
136d(a)X(2). The memorandum of the 
Agency’s General Counsel dated June 
30, 1978, which is set forth below, is 
hereby adopted as the Agency’s posi- 
tion. 


Dated: August 14, 1978. 


Dovuc as M. Cost Le, 
Administrator. 


(Memorandum] 


Subject: Nature of reporting require- 
ment under FIFRA section 6(a)(2). 
From: Joan Z. Bernstein, General 
Counsel (A-130). 
To: The Administrator (A-100). 
Through: AX (A-101). 
JUNE 30, 1978. 


BACKGROUND 


This memorandum sets forth in 
detail this Office’s views concerning 
the proper interpretation of the regis- 
trant reporting requirements imposed 
by Section 6(a)(2) of the Federal In- 
secticide, Fungicide, and Rodenticide 
Act, as amended (FIFRA). It responds 
to your May 10 directive that such a 
discussion be prepared. Since we 
merely state here what we believe the 
statute requires, publication of this 
memorandum would not by itself 
impose any new or additional require- 
ments, but would constitute a state- 
ment of the Agency’s position with re- 
spect to the matter. 


QUESTION 


What information must a registrant 
submit to EPA in order to comply with 
the requirement of FIFRA Section 
6(a)(2)? 


ANSWER 


In our opinion, FIFRA Section 
6(a)(2) imposes the following require- 
ment: 

A registrant must submit an item of 
information to EPA if: 

(1) The registrant possesses the in- 
formation and it pertains to a pesti- 
cide for which that registrant holds a 
registration under FIFRA; and 


- NOTICES 


(2) The information, if true, would 
be relevant to an Agency decision re- 
garding the risks and benefits of the 
pesticide, i.e., an Agency decision re- 
garding the registrability of the pesti- 
cide or regarding the proper terms and 
conditions of the registration of the 
pesticide. 

(b) Notwithstanding (a) above, infor- 
mation need not be submitted to the 
Agency to the extent that it consists 
solely of opinion(s) or conclusion(s) 
expressed by persons other than any 
person: 

(1) who was employed or retained 
(directly or indirectly) by the regis- 
trant to express an opinion or conclu- 
sion which relates in any way to the 
pesticide’s properties, effects, risks or 
benefits; or 

(2) from whom the registrant re- 
quested the opinion(s) or conclusion(s) 
in question; or 

(3) who by virtue of his knowledge, 
skill, experience, training or education 
would be permitted to testify to the 
opinion(s) or conclusion(s) under Rule 
702 of the Federal Rules of Evidence.' 

(c) Notwithstanding (a) and (b) 
above, information need not be sub- 
mitted to the Agency if it has previ- 
ously been submitted to the Agency in 
writing or if it has been accurately 
tabulated or summarized in a previous 
written submission to the Agency. 


DISCUSSION 


I. THE STRUCTURE OF FIFRA AND THE ROLE 
OF SECTION 6(a)(2) 


The Federal Insecticide, Fungicide, 
and Rodenticide Act, as amended in 
1972 by the Federal Environmental 
Pesticide Control Act (hereafter re- 
ferred to as “FIFRA”), completely re- 
structured the Federal pesticide regu- 
latory scheme and redefined its thrust. 
FIFRA was changed “from a labeling 
law into a comprehensive regulatory 
statute that will henceforth more 
carefully control the manufacture, dis- 
tribution, and use of pesticides.’’? As 
the House Committee on Agriculture 
summarized in its Committee Report: 


The Committee found the greatest need 
for revision of existing laws to be in the 
areas of strengthening regulatory controls 
on the uses and users of pesticides, speeding 
up procedures for barring pesticides found 
to be undesirable; streamlining procedures 
for making valuable new control measures, 
procedures, and materials broadly available; 
strengthening enforcement procedures to 
protect against misuse of these biologically 


‘Rule 702 provides: If scientific, technical, 
or other specialized knowledge will assist 
the trier of fact to understand the evidence 
or to determine a fact in issue, a witness 
qualified as an expert by knowledge, skill, 
experience, training, or education, may tes- 
tify thereto in the form of an opinion or 
otherwise. 

?House Committee on Agriculture, H. 
Rept. No. 92-511, 92d Cong., Ist sess. 4 
(1971) (hereafter ‘“‘“House Report”’). 
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effective materials; and creating an adminis- 
trative and legal framework under which 
continued research can produce more 
knowledge about better ways to use existing 
pesticides as well as developing alternative 
materials and methods of pest control.* 


It is clear that Congress’ primary 
purpose in enacting the 1972 amend- 
ments was to insure that pesticicde use 
would be subject to a thorough envi- 
ronmental and human health hazard 
review.‘ 

Under FIFRA, with certain excep- 
tions no pesticide may be distributed, 
sold or otherwise placed in commerce 
unless it has been registered, FIFRA 
section 3(a), §12(a)(1)(A). Extensive 
information on the risks and benefits 
of using the pesticide must be submit- 
ted to the Administrator before it can 
be registered, FIFRA section 3(c). A 
pesticide is eligible for registration 
only if the Administrator determines 
that it will perform its intended func- 
tion without “‘unreasonable adverse ef- 
fects on the environment,” particular- 
ly “when used in accordance with 
widespread and commonly recognized 
practice,” and that it is otherwise ef- 
fective and properly labelled, FIFRA 
section 3(c)(5). 

If it appears to the Administrator 
that a registered pesticide no longer 
meets the registration requirements, 
he may initiate proceedings to either 
cancel the registration or change its 
classification if he finds that the pesti- 
cide “generally causes unreasonable 
adverse effects on the environment,” 
FIFRA section 6(b). The Administra- 
tor also may suspend the registration 
of a pesticide pending completion of 
cancellation proceedings, if he finds 
that an “imminent hazard” exists, 
FIFRA section 6(c)(1). An immminent 
hazard is defined as “‘a situation which 
exists when the continued use of a 
pesticide during the time required for 
cancellation proceeding would be 
likely to result in unreasonable ad- 
verse effects on the environment or 
will involve an unreasonable hazard to 
the survival of * * * [an endangered 
species].”” FIFRA section 2(1). In some 
cases of emergency, the Administrator 
may even issue a suspension order 
which takes effect immediately, prior 
to a hearing, FIFRA section 6(c)(3). 

In each instance where a determina- 
tion is required for registration, can- 
cellation or suspension, the controlling 
standard is the same, i.e., whether the 
pesticide causes or is likely to cause 
“unreasonable adverse effects on the 
environment.” A pesticide which was 
originally registered on the basis that 
it would perform its intended function 
without unreasonable adverse effects 


*House Report at 4. 

‘House Report at 13, 20, and Senate Com- 
mittee on Agriculture and Forestry, S. Rept. 
No. 92-838, 92d Cong., 2d sess. 5 (1972) 
(hereafter “Senate Agriculture Report’’). 
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on the environment might subsequent- 
ly be found to violate that standard if 
the registration was based on an incor- 
rect evaluation of the information 
available at the time registration oc- 
curred or if new information raised 
questions about the continued regis- 
trability of the pesticide. The need for 
information relating to the risks and 
benefits of a pesticide after registra- 
tion is, therefore, just as important for 
effective administration of FIFRA as 
the need for information to initially 
register a pesticide. 

Accordingly, FIFRA provides the 
Administrator with a variety of tools 
to insure that he is kept current on in- 
formation relating to the risks and 
benefits of registered pesticides. One 
of these is section 6(a)(2), which re- 
quires registrants to submit informa- 
tion after registration to the Adminis- 
trator. Since approximately 35,000 
pesticide products are currently regis- 
tered with EPA, it is not difficult to 
understand why Congress imposed 
such a duty to keep the Administrator 
informed on_ registrants. Section 
6(a)(2) of FIFRA prescribes the regis- 
trant’s responsibility as follows: 


Information—If at any time after the reg- 
istration of a pesticide the registrant has ad- 
ditional factual information regarding un- 
reasonable adverse effects on the environ- 
ment of the pesticide, he shall submit such 
information to the Administrator. 


It is an accepted canon of statutory 
construction to interpret the language 
of a statute in a manner which is con- 
sistent with the overall goals of the 
statute. The U.S. Court of Appeals for 
the District of Columbia, in interpret- 
ing a statute administered by the Fed- 
eral Trade Commission, expressed this 
principle as follows: 


In determining the legislative intent, our 
duty -is to favor an interpretation which 
would render the statutory design effective 
in terms of the policies behind its enact- 
ment and to avoid an interpretation which 
would make such policies more difficult of 
fulfillment, particularly where * * * that in- 
terpretation is consistent with the plain lan- 
guage of the statute, See Bird v. United 
States, 187 US. 118, 124, 23 S. Ct. 42, 47 L. 
Ed. 100 (1902); United States v. Blasius, 2d 
Cir., 397 F. 2d 203, 207 n. 9 (1968), cert. dis- 
missed, 393 U.S. 1008, 89 S. Ct. 615, 21 L. Ed. 
2d 557 (1969). “{I]n the absence of an un- 
mistakable directive,” we cannot ‘construe 
the Act in a manner which runs counter to 
the broad goals which Congress intended it 
to effectuate.” FTC v. Fred Meyer, Inc., 390 
U.S. 341, 349, 88 S. Ct. 904, 908 19 L. Ed 2d 
1222 (1968). National Petroleum Refiners 


‘The Administrator also has authority to 
require registrants to conduct studies rele- 
vant to assessing the risks and benefits of a 
pesticide, and to report the results thereof 
to the Agency. See 40 CFR 162.8(d)(1) and 
FIFRA section 6(b)(1). See also FIFRA sec- 
tion 20, which authorizes the Administrator 
to conduct research to carry out the pur- 
poses of the Act and to undertake monitor- 
ing. 


NOTICES 


Association v. FTC, 482 F. 2d 672, 689 (D.C. 
Cir. 1973). \ 


From the plain language of section 
6(a)(2) we know that the submission 
requirement of that section applies to 
persons holding registrations; that it 
refers to information concerning the 
registered pesticides; that if refers to 
“additional” information, i.e., informa- 
tion which has not previously been 
submitted to the Agency; and that it 
refers only to information which the 
registrant itself possesses. From there 
the inquiry must focus on the meaning 
of the terms “regarding unreasonable 
adverse effects on the environment” 
and “factual information.” - 


II. WHAT IS “INFORMATION REGARDING 
UNREASONABLE ADVERSE EFFECTS ON THE 
ENVIRONMENT’? 


Some registrants have argued for a 
restrictive interpretation of the sec- 
tion 6(a)(2) disclosure requirement by 
advancing the notion that the section 
leaves to the registrant the determina- 
tion whether an item of information 
shows that the pesticide causes ‘‘un- 
reasonable adverse effects on the envi- 
ronment.” However, this position over- 
looks not only the plain language of 
section 6(a)(2) and its legislative histo- 
ry but also the role of section 6(a)(2) 
in the FIFRA statutory scheme. 

The language of §6(a)(2) plainly 
states that the information_to be sub- 
mitted is factual information “regard- 
ing” unreasonable adverse effects on 
the environment. In other words, to be 
covered by the requirement, the infor- 
mation need only pertain@or relate to 
unreasonable adverse effects on the 
environment; it does not have to indi- 
cate, establish, or prove the existence 
of such effects. 

The statutory scheme clearly re- 
quires the determination of whether 


®The legislative history is clear on this 
point. According to the Senate Committee 
on Commerce, “Paragraph (2) of subsection 
(a) requires a registrant to furnish informa- 
tion to the Administrator regarding unrea- 
sonable adverse effects on the environment 
after his pesticide is registered. While this 
provision allows the registrant to judge 
whether the information pertains to any 
unreasonable adverse effect, he will be sub- 
ject to the penalties of section 14 should he 
possess such information and not make it 
available to the Administrator. Senate Com- 
mittee on Commerce, S. Rept. No. 92-970, 
92d Cong., 2d sess. 37 (1972) (hereafter 
“Senate Commerce Report’’).” A proposal 
by the National Agricultural Chemicals As- 
sociation (NACA), which would have re- 
quired the registrant to submit “factual in- 
formation indicating that the registered 
pesticide has substantial adverse environ- 
mental or health effects,” was adopted in 
one of the early House Committee prints 
but was later dropped in favor of the pres- 
ent “regarding” language. Committee Print 
No. 2, H.R. 4152 (June 22, 1971 (emphasis 
added). Had Congress adopted the NACA 
proposal, the restrictive interpretation of 
section 6(a)(2) advanced by some registrants 
would be more worthy of consideration. 


effects are unreasonably adverse to be 
made by the Administrator, not by the 
individual registrant. The term “un- 
reascnable adverse effects on the envi- 
ronment” is defined in §2(bb) of 
FIFRA as “any unreasonable risk to 
man or the environment, taking into 
account the economic, social, and envi- 
ronmental costs and benefits of the 
use of any pesticide.” In other words, 
it calls for the Administrator to bal- 
ance the benefits of use of a pesticide 
against the risks of its use.’ Plainly 
there is no finite scale for measuring 
where the baiance should be struck. In 
interpreting the Administrator’s au- 
thority to conduct a risk-benefit as- 
sessment under FIFRA, the U.S. Court 
of Appeals for the District of Colum- 
bia has emphasized repeatedly that 
““FIFRA confers broad discretion’ on 
the Administrator to find facts and ‘to 
set policy in the public interest.’ Well- 
ford v. Ruckelshaus, 142 U.S. App. D.C. 
88, 91, 439 F.2d 598, 601 (1971). See, 
also, EDF v. EPA, * * * 150 U.S. App. 
D.C. at 354, 465 F.2d gt 534 (1972).” 
Environmental Defense Fund {(hereaf- 
ter “EDF’’] v. Environmental Protec- 
tion Agency [hereafter “EPA’], 510 
F.2d 1292, 1297 (D.C. Cir. 1975; EDF v. 
EPA, 548 F.2d 998, 1005 (D.C. Cir. 
1976); and see EDF v. Ruckelshaus, 
439F.. 2d 584 (D.C. Cir. 1971). This 
broad discretion is necessary in. part 
because there is frequently great un- 
certainty concerning just what the 
risks and benefits are.* Even more im- 
portant, however, is the fact that in 
balancing risks and benefits the Ad- 
ministrator is performing a task which 
is intrinsically policymaking in nature. 
In deciding, for example, whether a 
health risk should be borne by one 
group in order for another group to 
enjoy the benefits of a pesticide prod- 
uct, the Administrator is performing a 
public, official function which no pri- 
vate group is qualified to perform.® 


7House Report at 14; and Senate Agricul- 
ture Report at 4. 

‘The Administrator must often rely on 
extrapolations from laboratory data, animal 
studies, and clinical studies in order to 
assess the risks, and he must rely on esti- 
mates of economic impact in order to assess 
the benefits. The risks and benefits (with 
their associated uncertainties) must then be 
balanced to arrive at a final decision. 

®Various practieal considerations also 
point out the fallacy of the idea that the in- 
dividual registrant is to make a risk/benefit 
balancing decision in order to know whether 
an item of information the registrant pos- 
sesses must be submitted under section 
6(a)(2). For instance, if a registrant were re- 
quired to submit information under section 
6(a)(2) only if he had first concluded that 
the information showed that his pesticide 
caused unreasonable adverse effects on the 
environment, he would in effect be conced- 
ing that the pesticide should be cancelled, 
and there would be no need for further ad- 
versary proceedings of the type contemplat- 
ed by section 6(b)-(d). Clearly the statute is 
not intended to fynction in this manner. 
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Moreover, pesticide regulatory deci- 
sions involve much more than whether 
or not a pesticide should be registered 
at all; the Administrator is required to 
make a number of decisions about the 
terms and conditions of registration 
which are not expressly stated in 
terms of “unreasonable adverse effects 
on the environment.” Among these are 
decisions concerning the pesticide’s la- 
beling and packaging,'® and decisions 
concerning whether additional restric- 
tions beyond labeling should be im- 
posed." Decisions concerning these 
and other terms of registration must 
be made when the Administrator reg- 
isters a pesticide product in the first 
instance. However, the Administrator 
has the option of changing some or all 
of these terms or conditions after reg- 
istration, as remedies short of outright 
cancellation, in situations where he 
determines that without such changes, 
the pesticide would generally cause 
unreasonable adverse effects. 

It is in this context that the regis- 
trant must decide * whether to submit 
the information. If the information 
would be relevant to an Agency deci- 
sion on the continued registrability of 
the pesticide or to the proper terms 
and conditions of the pesticide’s regis- 
tration, and the other requirements of 
section 6(a)(2) are satisfied, the regis- 
trant is required by section 6(a)(2) to 
submit the information to _ the 
Agency.'* Naturally the registrant is 
under a duty to make such decisions 
about the relevance of the information 
in an objective manner and to be in- 
formed concerning the kinds of infor- 
mation upon which the Agency may 
wish to rely in making regulatory deci- 
sions. 

A broad range of information nor- 
mally would be relevant to the Admin- 
istrator’s decisions concerning the re- 
gistrability of a pesticide product, in- 
cluding the terms and conditions of 
registration. As discussed above, the 
basic test of registrability under 
FIFRA is whether the pesticide causes 
“unreasonable adverse effects on the 
environment”—in other words, wheth- 
er use of the pesticide poses risks 
which are greater than its benefits. 
Accordingly, any information on 
either risks or benefits relevant either 
to the terms and conditions of regis- 
tration or to the question whether the 


See, e.g., FIFRA sections 2(q), 3(c)(5)(B), 
and 25(c)(3). 

"See FIFRA sections 3(d) and 4. 

12See, e.g., FIFRA sections 3(d) and 6(d). 

13See footnote 6, supra. 

“This does not require a registrant to an- 
ticipate future advances in scientific knowl- 
edge, however. The relevance of informa- 
tion is to be assessed by contemporary 
standards. Nonetheless, an advance in scien- 
tific knowledge may require the submission 
under section 6(a)(2) of older information 
which was not previously relevant. For ex- 
ample, see hypothetical number 5, infra. 


NOTICES 


pesticide should be registered at all is 
information “regarding unresonable 
adverse effects’ which must be sub- 
mitted if the other requirements of 
section 6(a)(2) are satisfied. 


III. WHAT IS “‘FACTUAL INFORMATION’’? 


This term is not defined in the Act, 
and its meaning must therefore be de- 
rived from ordinary usage in light of 
the broad goals which Congress in- 
tended to effectuate by passage of the 
1972 amendments. 

Unfortunately, the legislative histo- 
ry does not contribute much to the 
analysis. An early version of what 
eventually became section 6(a)(2) re- 
quired the registrant to submit “any 
information.” © Thereafter, the Na- 
tional Agricultural Chemicals Associ- 
ation sponsored an amendment chang- 
ing: the wording to “factual informa- 
tion.” '* This change was eventually 
adopted by the House without expla- 
nation,’? and the entire section under- 
went further revision in other respects 
before enactment. Thus, there is no 
recorded legislative history that ex- 
plains what Congress intended by the 
term “factual information.” 

The legislative history also does not 
indicate whether these changes were 
made in conjunction with changes in 
the companion provisions governing 
the preregistration disclosure require- 
ments imposed on the registration ap- 
plicant. Although the terms “informa- 
tion” and “scientific information” 
appear elsewhere in the Act, there is 
no indication that Congress attached 
any particular significance to the word 
“factual” in section 6(a)(2). Section 
3(c), which prescribes procedures for 
registration, authorizes the Adminis- 
trator to specify the kinds of “infor- 
mation” required to support registra- 
tion and to require that “additional in- 
formation” be submitted. Within 30 
days after registration the Administra- 
tor must make public the data called 
for in the registration statement to- 
gether with such other “scientific in- 
formation” he deems relevant to his 
decision. Congress never discussed the 
wording differences in the two provi- 
sions, so there is no indication that it 
intended any significant distinction 
between the type of information the 
two provisions require. On the con- 
trary, there are sound reasons for 
reading sections 3(c) and 6(a)(2) to- 
gether. Congress clearly intended that 
the Administrator’s evaluation of a 


H.R. 4152, 92d Cong., 1st sess., section 
5(a) (1971) and S. 745, 92d Cong., Ist sess., 
section 5(d) (1971). 

%Hearings on H.R. 26, H.R. 1077, H.R. 
1722, H.R. 45152, H.R. 5182, H.R. 6576, and 
H.R. 6761 before the House Committee on 
Agriculture, 92d Cong., lst sess., March 9, 
1971, at 342. 

House Report at 53; 1170 Cong. Rec. 
H10674-10680, H10726-10774 (Nov. 8-9, 
1971). 
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pesticide’s effects on the environment 
be a continuing process. The language 
of section 6(a)(2) emphasizes this by 
requiring the registrant to submit in- 
formation “additional” to that previ- 
ously submitted under section 3(c). 

Nor is the dictionary of much assist- 
ance. One dictionary defines factual 
as “of or containing facts” and in/for- 
mation as “something told; news; in- 
telligence; word” or “knowledge ac- 
quired in any manner; facts; data; 
learning; lore.” ** Fact, itself is defined 
as “a thing that has actually hap- 
pened or that is really true” or “the 
state of things as they are; reality; ac- 
tuality; truth [fact as distinct from 
fancy).” ** However, in the present 
context, these approaches are too ab- 
stract to provide meaningful distinc- 
tions between the information that 
must be submitted under section 
6(a)(2) and the information that need 
not be. For example, some of these 
definitions might be interpreted as 
suggesting the exclusion of expert 
opinion from the scope of section 
6(a)(2). However, since such opinions 
form a large part, if not the prepon- 
derance, of the information upon 
which EPA routinely relies in making 
regulatcry decisions under FIFRA, 
such an interpretation is utterly im- 
plausible and clearly not intended by 
Congress. ; 

Accordingly, the appropriate inter- 
pretation is one based upon the func- 
tion of section 6(a)(2) in the context of 
the FIFRA regulatory scheme. The 
proper focus is not the scope of the 
phrase “factual information” as an ab- 
stract concept, but the informational 
needs of EPA in regulating pesticides 
to protect the public health and the 
environment. As a result, the standard 
stated in this memorandum defines 
the scope of section 6(a)(2) in terms of 
information which, either by itself or 
in conjunction with other information, 
might, be relevant and probative in 
regulatory decisionmaking. Since EPA 
considers a wide range of information 
and FIFRA provides a wide variety of 
regulatory options, the standard set 
forth above excludes only the unsoli- 
cited opinions of persons who are not 
empioyed or retained by the registrant 


~ to express the opinion and whose opin- 


ions would not be admissible under the 
Federal Rules of Evidence as “expert” 
opinion. This approach is premised on 
the fact that if a registrant solicits an 
opinion it may be entitled to some 
weight with respect to a regulatory de- 
cision. If the registrant employs or re- 
tains the person giving the opinion to 
express such an opinion, the same 
logic applies. Finally, if a person’s 
opinion would be admissible under the 
Federal Rules of Evidence, it may pro- 


18Webster’s New World Dictionary (Com- 
plete Reference Edition (1972)). 
19Td. 
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vide an appropriate basis for regula- 
tory decision by the Agency. 

This approach requires the submis- 
sion of information which EPA may 
ultimately determine to ‘be insuffi- 
cient, when considered in light of all 
other information bearing on risks and 
benefits, to warrant regulatory action. 
In this connection, it has been argued 
that the registrant should be permit- 
ted to delay submission until it has 
verified the accuracy or reliability of 
the information. That argument ig- 
nores a fundamental aspect of the reg- 
ulatory scheme: the assessment of the 
accuracy or reliability of information 
as a basis for regulatory action is to be 
made by the Administrator, not the 
registrant. 

Moreover, in providing procedures 
for the suspension and cancellation of 
pesticide registrations, Congress recog- 
nized that protection of the health of 
the public and the _ environment 
cannot wait until evidence of unrea- 
sonable adverse effects becomes con- 
clusive or universally accepted. By 
granting the Administrator authority 
to suspend pesticide registrants to pre- 
vent an “imminent hazard’’, Congress 
clearly anticipated that the Adminis- 
trator would have to act swiftly 
(either before a hearing or after an ex- 
pedited hearing) upon new informa- 
tion, even before the information 
could be definitively evaluated. The 
Act defines an imminent hazard as a 
situation that ‘would be likely to 
result in unreasonable adverse ef- 
fects”, FIFRA sections 2(1) and 6(c), 
and the courts have repeatedly recog- 
nized that “the function of the sus- 
pension decision is to make a prelimi- 
nary assessment of evidence, and prob- 
abilities, not an ultimate resolution of 
difficult issues”. EDF v. EPA, 510 F. 2d 
at 1298, quoting EDF v. EPA, 465 F. 2d 
528, 537 (D.C. Cir. 1972). 

Congress imposed on registrants the 
responsibility to submit to the Admin- 
istrator information he may need to 
prevent imminent hazards. The Act 
would be subverted if registants were 
permitted to withhold information 
merely because they doubted its valid- 
ity, or because the information had 
not yet been verified to their own sat- 
isfaction, or because the information 
was contained in a “preliminary”, “in- 
terim” or “partial” report. 

The same principles apply to deter- 
minations the Administrator must 
make regarding cancellation. The Act 
Goes not permit the Administrator to 
wait until conclusive proof on adverse 
effects has been developed. Rather, 
cancellation proceedings (or hearings 
to determine whether a pesticide regis- 
tration should be cancelled’ or 
changed) must be initiated “Lilf it ap- 
pears to the Administrator that a pes- 
ticide generally causes unreasonable 
adverse effects on the environment,” 


NOTICES 


FIFRA, section 6(b). (Emphasis 
added).?! Even after the conclusion of 
the cancellation proceedings, the Ad- 
ministrator may act on evidence that 
is disputed. EDF v. EPA, 489 F. 2d 
1247, 1252 (D.C. Cir. 1973). The Act’s 
adversary hearing provisions recognize 
that the accuracy or validity of infor- 
mation submitted will frequently be 
subject to vigorous dispute by the reg- 
istrant. The purpose of the adversary 
hearings is to ventilate and resolve 
such disputes. But the hearing process 
would be undermined if registrants 
could unilaterally withhold from the 
Administrator information that he 
could properly consider at a hearing, 
merely because the information could 
be subject to legitimate dispute." 


IV. EXAMPLES OF INFORMATION WHICH 
MUST BE, AND INFORMATION WHICH 
NEED NOT BE, REPORTED UNDER SECTION 
6(a)(2) 


The following examples illustrate 
the foregoing discussion (these are 
only examples, and by no means con- 
stitute a complete listing of the kinds 
of information which must be report- 
ed): 

1. The registrant receives a report 
that a degradation product of his reg- 
istered pesticide causes an adverse 
health effect. This information must 
be reported, since it clearly pertains to 
the effects of the registered pesticide. 
Similar information concerning any 
impurity or metabolite of the pesticide 
would also have to be reported. 

2. The registrant receives a report 
that an aerial applicator, contrary to 
label directions, applied registrant’s 
contact herbicide in a manner that al- 
lowed the pesticide to drift onto adja- 
cent fields, causing harm to the non- 
target vegetation. This information 
must be reported. 

3. The registrant learns that a 
person intentionally drank a pesticide 
in a suicide attempt, and suffered 


2 One of the most fundamental and well 
settled concepts in the FIFRA regulatory 
scheme is that the burden of proof of regis- 
trability always rests with the registrant, 
and not with the Agency. See, e.g., EDF v. 
EPA, 510 F. 2d at 1297. 

*2Qne reason some registrants may be re- 
luctant to submit information under section 
6(a)(2) is concern that the Agency may mis- 
interpret it, or that actions may be taken by 
the Agency based on it, despite the fact the 
information has not yet been verified. A re- 
lated concern is that the information may 
be disclosed under the Freedom of Informa- 
tion Act to the public, and that unwarrant- 
ed conclusions about risks might be drawn 
by the public. It should be noted that any 
registrant with such concerns may submit, 
with the information, a statement describ- 
ing his reservations concerning the informa- 
tion's validity or significance. The Adminis- 
trator would take that statement into ac- 
count in assessing the information. The 
statement of reservations would also be 
available for public disclosure. 


severe liver damage as a result. The 
fact that the ingestion resulted from 
the person’s desire to commit suicide 
need not be disclosed, since the regis- 
trant could reasonably conclude that 
the Agency will not make regulatory 
decisions about pesticides on the basis 
of attempting to prevent persons from 
using pesticides to commit suicide. 
However, the information concerning 
the toxicological effects of the pesti- 
cide on the person must be reported, 
because information on a pesticide’s 
toxicity to humans is relevant to regu- 
latory decisionmaking. Such informa- 
tion can be utilized, for example, to 
verify the estimates of potential 
human toxicity derived from animal 
studies which supported the decision 
to register the pesticide. Moreover, the 
information could permit follow-up 
contacts with a treating physician who 
could provide information on the fea- 
sibility of treatment options. 

4. It is well known that chemical X 
induces tumors in laboratory animals 
when the registrant becomes aware of 
new evidence which indicates, for the 
first time, that KX may be a degrada- 
tion product of pesticide A, for which 
he holds a registration. The registrant 
is not in violation of section 6(a)(2) for 
previously failing to submit the infor- 
mation regarding X with respect to 
this registration of A. However, once 
the relevance of that information is 
discovered, section 6(a)(2) requires the 


- submission of all information regard- 


ing chemical X, including the informa- 
tion which indicates that it may be a 
degradation product of A. 

5. The registrant receives an unsoli- 
cited report claiming that a man died 
of cancer as a result of being exposed 
to a pesticide three days earlier. The 
report was made by a relative with no 
pertinent scientific expertise. This in- 
cident does not have to be reported, 
fhe causal relationship between the 
exposure to the pesticide and the 
cancer death is the opinion of a 
person: (1) who is not retained or em- 
ployed by the registrant; (2) from 
whom the registrant did not request 
the opinion; and (3) who lacks the 
knowledge, skill, experience, training 
and education which would entitle his 
opinion to be admissible under the 
Federal Rules of Evidence. 

6. Two registrants jointly sponsor a 
study and each receives a copy of the 
final report; both: recognize that the 
study is subject to the reporting re- 
quirement of section 6(a)(2). One reg- 
istrant submits the final report to the 
appropriate official at EPA and sends 
a copy of the cover letter, which ade- 
quately identifies the study and 
report, to the second registrant. The 
second registrant need not submit the 
report, since it. has been previously 
submitted; it is not “‘additional’” infor- 
mation. 
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V. INFORMATION THE AGENCY DETERMINES 
REGISTRANTS NEED NOT SUBMIT 


The agency might conclude that al- 
though information of a certain kind 
is subject to the section 6(a)(2) report- 
ing requirement (as interpreted by 
this memorandum), registrant report- 
ing of that kind of information is not 
essential to the Agency’s functions. 
(The Agency might, for instance, con- 
clude that information of a certain 
kind available from sources other than 
registrants is sufficient for Agency de- 
cision-making, and thus that informa- 
tion of that kind. which registrants 
may also possess is not needed by the 
Agency.) In such a case, it would be 
appropriate for the Agency to an- 
nounce publicly (by FEDERAL REGISTER 
notice or otherwise) that it will not 
consider a_ registrant’s failure to 
submit that kind of information to be 
an actionable violation of section 
6(a)(2). 

Of course, it is for the Agency, not 
the registrant, to decide that alterna- 
tive information sources are adequate 
for the Agency’s needs. Until the 
Agency announces that it will not seek 
to enforce its section 6(a)(2) right to 
obtain a particular kind of informa- 
tion, that information must be report- 
ed by registrants. 


[FR Doc. 78-23553 Filed 8-22-78; 8:45 am] 
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